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Clinical Trial Management System Mandate – Policy
Responsible Office:		MEDCCI Yale Center for Clinical Investigation (YCCI), MEDFIN Finance and Administration 
Policy Sponsor:		David Coleman, Jess Caponigro					
Effective Date:			07/01/2026
Scope
This policy applies to all research studies enrolling human participants conducted at Yale School of Medicine (YSM), as well as by all YSM faculty, investigators, and research team members involved in conducting non-exempt human subjects research with written informed consent.
Reason for the Policy
The purpose of this policy is to establish the required use of the Clinical Trial Management System (CTMS) at YSM. The CTMS is used for research involving human participants across YSM to standardize research participant management, financial tracking, reporting, compliance, billing accuracy, and consolidated information about clinical research performance.	
Definitions
[bookmark: _Toc425171621]Billable Clinical Services: Any clinical service rendered to a research participant that, if he/she was not on a study, would generate a bill from either Yale-New Haven Health System (YNHHS) or Yale Medicine (YM) to the research participant or the participant’s insurer. The billable clinical service may be performed by the research staff of the study or may be provided by professionals within either YNHHS, Northeast Medical Group, or YM (e.g., physical examinations, x-rays, MRIs, CT scans, and laboratory and histologic studies). In some cases, billable services for research studies are provided by vendors external to YM or YNHHS (e.g., Greenwich Radiology). A billable clinical service includes services paid by the research participant or insurance (Standard of Care), or by the study’s funding mechanism (sponsor may include internal or external entities) regardless of whether some, part, or all the services are billed to the research sponsor. Whether or not a protocol contains billable clinical services is to be confirmed by a Qualifying Clinical Trial Assessment (QCT) performed by Yale Center for Clinical Investigation (YCCI) or Yale Cancer Center (YCC). 

Clinical Trial Management System (CTMS): A software system used to manage one or more clinical investigations designed to efficiently manage planning, performance and reporting functions, billing compliance, along with participant contact information, tracking deadlines and milestones. At present, Yale University uses the OnCore CTMS.

Enrolling - research participants are being consented by a Yale research staff member, and research activities are being conducted at a YSM or YNHH facility. 

Institutional Review Board (IRB): An independent body comprised of medical, scientific and nonscientific members, to ensure the protection of the rights, safety and well-being of human participants involved in a research study by reviewing, approving and providing continuing review of studies, protocols and amendments, and the methods and material to be used in obtaining and documenting informed consent of the study participants. In some cases, the Yale IRB cedes protocol review to external IRBs.

Non-Exempt Research: Research on human participants that does not qualify for an exemption from federal regulations and therefore requires Institutional Review Board (IRB) review and approval before it can begin. At Yale, exemptions are determined by IRB members, and when appropriate, Human Research Protection Program (HRPP)/IRB staff. 

[bookmark: _Toc427373286][bookmark: _Toc425171622][bookmark: _Toc425171625]Policy Sections 
Studies Required to Use the CTMS-OnCore
[bookmark: _Toc425171623]As of this policy’s effective date, the following studies must be registered in Oncore, regardless of which IRB serves as the reviewing IRB (external or Yale IRB):​
a) All new non-exempt research studies that enroll participants at YSM/YNHH with a written informed consent;
· A study is considered “new” based on the date that the study IRES IRB record is created. 
b) All research studies, including those that pre-date the policy effective date, that involve any of the following:​
· Billable clinical services to research sponsors or third-party payors (refer to Research Studies with Billable Clinical Services – Policy)​​
· OnCore ePayments to research participants​​
· MyChart recruitment ​​
· Epic eConsent​
· Use of YCCI clinical space or personnel
· Sponsor invoicing via OnCore 
Researchers can voluntarily choose to use Oncore for registration of their studies and tracking of participants even when the research is not subject to the mandate.

Special Circumstances
Studies obtaining assent only, where parental permission is waived, are subject to this policy
Studies with an Exception from Informed Consent (EFIC) for Emergency Research are subject to this policy 
Multicenter Studies managed outside of the Yale Cancer Center:
Only Yale participants must be registered into OnCore.
Only Yale site related administrative information (e.g. Protocol Status) must be maintained. 
Exceptions 
Studies conducted solely at the entities with an Electronic Medical Records system outside of Yale New Haven Health EPIC, such as Veterans Affairs (VA) Connecticut Healthcare System, are encouraged but not required to use OnCore.
Studies where YSM/YNHH is not an enrolling site are not required to use OnCore.
Single Patient or Emergency Use INDs (without billable services) are not required to use OnCore.
Required OnCore Functionality
The required use of OnCore CTMS functionalities varies depending upon the operations conducted during the research protocol (see table below). 
	Summary Accrual Reporting (Required elements include: Date range, Number of participants accrued, and Institution)

	Study Type
	OnCore Functionality

	All non-exempt studies that require written consent, but the protocol does not contain Billable Clinical Services
	Protocol Management:
· IRB review & protocol status
· Protocol staff
· Summary Accrual reporting (see elements below*) of participants accrued in studies either based at Yale or the Yale component of a multi-center study approved by the Yale or external IRB

	Individual Participant Registration

	Study Type
	OnCore Functionality

	All studies that do not contain billable clinical services, but are planning to use research functionalities in Epic such as:
· Admission notifications
· MyChart recruitment
· Epic eConsent
· Record release for monitoring
	Protocol Management:
· IRB review & protocol status
· Protocol staff
Participant Management:
· Participant demographics*
· Participant status (e.g., consent, on study, off study)

	All studies without billable clinical services that use OnCore ePayments
	Protocol Management:
· IRB review & Protocol status
· Protocol staff
Participant Management:
· Participant demographics*
· Participant status (e.g., consent, on study, off study)
· Participant visit tracking 
Financial Management:
· Study calendar

	All non-industry sponsored studies with billable clinical services
	Protocol Management:
· IRB review & Protocol status
· Protocol staff
Participant Management:
· Participant demographics*
· Participant status (e.g., consent, on study, off study)
· Participant visit tracking 
Financial Management:
· Study calendar & Coverage Analysis

	All industry-sponsored studies with billable clinical services and/or sponsor invoicing
	Protocol Management:
· IRB review & Protocol status
· Protocol staff
Participant Management:
· Participant demographics*
· Participant status (e.g., consent, on study, off study)
· Participant visit tracking 
Financial Management:
· Study calendar & Coverage Analysis
· Sponsor budget
· Sponsor invoicing


When an OnCore calendar is required per the above table, the calendar will be built by YCCI or YCC.
When sponsor invoicing is required per the above table, the financial build will be completed by YCCI or YCC. 
Compliance 
Corrective actions required to comply with this policy will be determined by the proposed Joint YU-YNHHS Clinical Research Oversight Committee or similar body. Failure to comply with this policy may result in:
Additional training in the CTMS system,
Delays in protocol approval or activation, and
In cases of persistent non-compliance, protocols may be suspended until corrective actions are instituted.

Special Situations & Exceptions
Exceptions to this policy must be documented using the YSM Policy/ Procedure/ Guideline Exception Request - Form and presented to ysmcontroller@yale.edu. 
Roles & Responsibilities
YCCI
· Provide training and ongoing support for OnCore users. Serve as the central point of contact for policy implementation and questions. 
· Track compliance with the policy and report non-compliance to the Joint Clinical Research Oversight committee in instances where corrective action is not taken by research team members.
· Work with Principal Investigators (PIs) and departments to develop Service Level Agreements to insure consistent, timely, and effective execution of services among stakeholders
Principal Investigators (PIs)
· Ensure that all applicable team members receive timely training, have appropriate role-based access, and are proficient in the use of OnCore prior to study activation.
· Oversee compliance of research activities with this policy and the OnCore use requirements.
Research Team Members
· Complete training as required and ensure proficiency in OnCore use. 
· Enter and maintain accurate and timely information in OnCore for assigned studies.

Contact Information 
· [bookmark: _Hlk497987165]YCCI: oncore.support@yale.edu
· YSM Controller: ysmcontroller@yale.edu

Related Information

References
Research Studies with Billable Clinical Services - Policy 
OnCore Administration -0801- Procedure

Version History
· 05/22/2026: Revised to include how the OnCore mandate applies to multi-center and non-traditional studies
· 11/18/2025: New policy
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